MAy.29'2002 21:45 



#3712 P. 020 



0- 



rj.S.S.N. OS/924,994 
Filed: Septembers, 1998 

AMENDMENTS PURSUANT TO 37 CF.R g 1.121 

Clean Version of Amended Claims 

1 . (Twice Amended) A rn^^od for deteirmining Ihe level of m apolipoprotein. in saliva 

comprising reacting the apolipoproteins in a saliva sample with antibodies immujioreacti.ve ivith 
the apolipoproteiji, using a quantitative assay kit comprisin/means for collection of saliva and 

►oprotein and means for comparing the levels of the 
apo lipoproteins in the saJiva with the^^veL in serum^ detecting the amount of immunoreactivity 
between the antibodies and apolipoproteixjsW the saliva sample as determined by the 
quantitative assay, and comparing the anlbuit of determined immunoreactivity with standards of 
known amounts of apolipoproteims reacted \vijh the antibodies to determine the level of 
apolipoproteins in the saliva sample. 



antibodies immunoreactive with anVpoli 



2. The method of claim 1 wherein the apo^poprotein is selected from the group consisting 
of Apo A, Apo Bp Apo CaApo and cdmpon^ra.thercof 

3. The method of claim 2 wherein the apolipojjrotein is selected from the group consisting 
of Apo Al and Apo B. 

4. (Amended) The method of claim 1 Wherein the antill^odies are labelled with a detectable label. 

5. (amended) The method of claim 1 further compriskia determining the level of apolipoprotehi 
in the saliva sample within less than thred^ hours followingVoUection. 

6. (twice Amended) Tlie method of claim 1 further comprfeuig preparing the saliva in the 
sample by removing mucopojysacchariaes from the saliva pri\^r to determinjjig the level of 



apolipoprotein in. the saliva sample. \ 
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7. (ainended) The method of claim J further 
its secr^oD. from, a subject. 



comprising coUectijig the saliva after stimulating 



8^ ThXinethod of claim 1 further ccmpri sing determining the amount of a lbum in present in 
the saliva. 

9, (twice Amendfi;^ The method of ilaim 8 further comprising correcting the determined 
amount of the apopl^poprotein for the Wsence of albumin in the saliva sample, 

10. (amended) \The method of c\aim 1 further comprising collecting tlie saliva sample into 
a device which filters oik mucopolysaccharides and comprises the antibodies immunoreactive 
with, one or more of the apolipoproteins i^ the saliva sample. 



1 1 . The method of claiiAl 0 wherein the apolipoproteixi is eitli.er Apo Al or Apo B. 

1 2. %Ui assay device or Idt W determining tlie amount of apolipoprotein in a saliva sample 
compnsing ntoans for collection \f saliva and antibodies immunorcactive with an apolipoprotein 
for y^e in a quan^tive assay, and Veans for comparing the levels of the apolipoproteins in the 
saliva with the levels in serura* 



13. (amended) The alsay device or\it of claim 12 comprising filter m eans for removal of 
mucopolysaccharides from tt^e saliva. 



14. The assay device or kit^f claim 12 wherein the antibodies are reactive with 
apolipoprotein selected from the g^oup consistiin^ of Apo A, Apo B, Apo C, Apo E, and 
componei^ 

15. Tlie assay device or Idt of claim 12 further ct^it^prising antibodies immunoreactive with 
albumin. 
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16. (twice Amended) The assay dl 



ice or kit of claim 12 wherein the aDtibodies 



ijnmunoreactive with apolipoproteih in the saliva sample are immobilized on a solid support. 



17. The assay device or kit of clAim 16 comprising reagents for detection of complexes 
between the apolipoprotein and tlie ai^tibodies. „_ 



18. (Amended) \The assay devicif or kit of claim 12 comprising a strip or dipstick- 

19. (Amended) T^e assay device\or kit of claim 15 comprising as separate reagents 
antibodies to tlie apolipopVotein and antit^odies to albumin. 



20, (twice Amended) A method for quariiitating the omoiant of lipoprotein or cholesterol in 
saliva or determining the presence of lipidlm or ri.sk of cardiovascular disease comprising 

(a) reacting the apolipoproteins in aWiva sample with antibodies specifi.cal.ly 
immunoreactive wi.th apolipoprotein selecteAfirom the group consisting of Apo A, Apo B, Apo 
C, Apo E, and components thereof in a quantimti ve assay, 

(b) determining tlie amount of immunOTeaction between tlie antibodies and the 
apolipoproteins in the sali va sample, and 

(c) comparing the amount of immunoreaof\on determined in step b with the amount of 
imnxunoreaction of the antibodies inimunoreactive wwth the apolipoprotein in the saliva sample 
with Icnown. quantities of apolipoprotein in normal omt risk individuals. 



21. (amended) The method of claim 1 further comprismg, 

correlating the levels of HDL and/or LDL in thU serum with tlie levels of apolipoproteins 



m serum. 
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correlating 4e levels of tlie apolipoWoteins iri,the serum based on the levels of 



\ 

apoUpopioteins determined in the saliva samble, and \^ , 

extrapolating the levels of HDL and/or\LDL in tb!^ serum, based on the levels of the 
apolipoproteins determined in the saliva sample 

22. (amended) The method of claim 2Q comprisijig reacting the apolipoprotein in the saliva 
sample with antibodies specifically imrlunoreactiVe with an apolipoprotein selected from ihe 
group consisting of Apo A, Apo B, Apjc, Apo E>nd components thereof, and 

correlating the levels of at least oAe apolipoArotein in the saliva with the levels of 
apolipoprotein in serum known to be corrajated to th^ presence of lipid disorders or risk of 
caidiovascular disease. 
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